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DETAILED ACTION 

Applicants' arguments, filed September 29, 2008, have been fully considered but 
they are not deemed to be fully persuasive. The following rejections and/or objections 
constitute the complete set presently being applied to the instant application. 

Specification 

1 . The disclosure was objected to because of the use of the trade name 
ORMOCER® that was not capitalized and accompanied by generic terminology. This 
objection is MAINTAINED. 

Applicant argues that this term is widely equated with the term "inorganic-organic 
composites" and it is not being used as a trademarks as it is not referred to in all capital 
letters or accompanied by either ™ or®. 

These arguments are not persuasive. ORMOCER® is a live trademark 
(registration number 2831241) and Applicant does not the authority to use the same 
term as a generic term merely by not capitalizing it and not using the appropriate 
symbol. 

Claim Rejections - 35 USC §112- 2 nd Paragraph 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 1,3-6 and 8- 13 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. This rejection is MAINTAINED for the 
reasons of record set forth in the Office Action mailed May 28, 2008 and those set forth 
below. 

Applicant traverses this rejection on the same grounds as the objection to the 
specification for the use of ormocer in lowercase and without accompanying generic 
terminology. 

As discussed in greater detail above, this argument is not persuasive and the 
rejection of the claims is maintained. 



Claim Rejections - 35 USC § 103 



4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 



1. 



Determining the scope and contents of the prior art. 
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2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

7. Claims 1 , 2, 4 - 6 and 8 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kwiatek et al. (US 4,710,191) in view of Amberg-Schwab et al. (J 
Sol-Gel Sci and Tech Jan 2003). This rejection is MAINTAINED for the reasons of 
record set forth in the Office Action mailed May 28, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds that Kwiatek does not disclose 
or suggest the use inorganic-organic copolymers as a suitable material for the outer 
backing layer and the combination with Amberg does not remedy this deficiency. 
Amberg is directed towards the use of inorganic-organic polymer as migration barriers 
against liquid and volatile compounds in the context of products useful in the food 
packaging or pharmaceutical packaging industry, which represents a teaching away 
from transdermal devices as claimed or taught in Kwiatek. Also the covering film of the 
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instant invention maintains both a barrier effect and elastic properties, a combination 
that is not taught or suggested by the combination of Kwiatek and Amberg. Amberg is 
directed towards packaged products, suggesting a teaching away by providing a barrier 
effect with inelastic properties. 

These arguments are not found persuasive. Amberg-Schwab is silent as to the 
use of these materials in transdermal systems and the mere absence of a teaching of 
their use in a particular application does not constitute teaching away from the use for 
that particular application. Amberg-Schwab is reasonably pertinent to the particular 
problem with which the applicant was concerned and can be relied upon as a basis for 
rejection of the claimed invention. In this case, the important properties backing layer of 
Kwiatek et al. in the transdermal device are it is impermeable to the layers in contact 
with it, such as the active ingredient, and to prevent seepage of the active ingredient 
from the device. It is the barrier properties of the materials which are discussed in 
Amberg-Schwab and thus Amberg-Schwab teaches a different material from those 
disclosed by Kwiatek with the same properties as the materials suitable for use in a 
backing layer. Thus, the ORMOVER® material of Amberg-Schwab is functionally 
equivalent to the backing layer materials disclosed by Kwiatek et al. 

The barrier and elastic properties of the material are inherent to the materials 
being used. "[T]he discovery of a previously unappreciated property of a prior art 
composition, or of a scientific explanation for the prior art's functioning, does not render 
the old composition patentably new to the discoverer." Atlas Powder Co. v. Ireco Inc., 
190F.3d 1342, 1347,51 USPQ2d 1943, 1947 (Fed. Cir. 1999). Thus the claiming of a 
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new use, new function or unknown property which is inherently present in the prior art 
does not necessarily make the claim patentable. In re Best, 562 F.2d 1252, 1254, 195 
USPQ 430, 433 (CCPA 1 977). The use of an inorganic-organic polymer as the backing 
layer in the transdermal device of Kwiatek must result in a system which has both 
barrier and elastic properties as the components of the instant claims and the combined 
device taught by Kwiatek et al. and Amberg-Schwab et al. are the same, namely a 
device comprising a peelable protective layer, a reservoir or matrix layer with active 
compound and a covering film comprised of at least one supporting layer of at least one 
organic polymer and at lease one layer composed of an ormocer. Again, the silence of 
reference(s) to a particular property does not constitute teachings away from the 
claimed invention. 

8. Claims 1 , 3 and 9 - 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kwiatek et al. and Amberg-Schwab et al. further in view of Osborne 
et al. (US 5,004,610). This rejection is MAINTAINED for the reasons of record set forth 
in the Office Action mailed May 28, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds discussed above as the added 
claims ultimately depend from claim 1 . 

As discussed above, these arguments are not persuasive and therefore this 
rejection is maintained. 

The newly added claims contain a new limitation of the ormocer later is applied to 
the supporting layer such that it is adjacent to the active compound containing layer. As 
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shown in figure 1 of Osborne et al., the impermeable backing (2) is adjacent to the 
active compound containing layer or reservoir (3). 

Conclusion 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
NMW 



